006 yTBep>XaeHun TpedboBaHUA K KOMNAEKTAUUMN YKIAaAKKM AN
OKa3aHMWsA NepBoM NOMOLLMU C MPUMEHEeHMEeM MeAULUHCKUX
M3gesIuM U JIeKapCTBEHHbIX NpenapaToB AJ1A NPOUNaAKTUKH
napeHTepasibHbiX UH(PEKLUUA NMLaM, OKa3biBalOLWUM
MeAMULUMHCKYIO NOMOLLb

Mpukas - Ne 189H - 0T 11.04.2025 - MMHUCTEPCTBO 34paBOOXpaHeHNs - [JlencTeyeT 6e3 n3meHeHnin

MUHNCTEpPCTBO OCTULUN
Poccunckon ®epepalimm
3APErTMCTPUPOBAHO
PernctpauunoHHbii Ne 82252
oT 20 masa 2025 .

MUHWUCTEPCTBO 34PABOOXPAHEHIS POCCUACKOI ®ELEPALLAN
MPUKA3

MockBa

11 anpensa 2025 r. Ne 189H

06 yTBepxaeHun TpeboBaHNn K KOMMNAEKTaLWUN YKAAAKWN A5 OKa3aHWA NepBor NOMOLWM C NPUMEHEHNeM
MeONLUNHCKUX U3LeNni N NeKapCTBEHHbIX NpenapaToB Aas NpouiakTUKM napeHTepasbHbIX NHGEKLUIA
NMLaM, OKa3blBaOLWMM MeANLIMHCKYO NOMOLLb

B cooTBeTCTBUM C YacTbto 5 cTaTby 31 PepepansHOro 3akoHa oT 21 Hosibpst 2011 r. Ne 323-03 "0O6 ocHoBax
OXpaHbl 340P0BbA rpaxkaaH B Poccmnckon ®epepaumn” n noanyHKToOM 5.2.12 nyHkTa 5 MNonoxeHus o
MuHucTepcTBe 34paBooxpaHeHns Poccuiickon ®efepaLmm, yTBEPKAEHHOr0 NOCTaHOBIEHUEM
MpasuTenbcTBa Poccninckon ®Pegepaumm ot 19 mnioHs 2012 r. Ne 608, nprka3sbiBato:

1. YTBepAnTb Npunaraemble TpeboBaHNS K KOMMIEKTALMM YKNAAKN A8 0Ka3aHUs NepBON NOMOLLM C
NPUMEHeHNeM MeLULMHCKUX U3LENNA U IeKapCTBEHHbIX NpenapaTos A58 NpoduIakTUKY
napeHTepasibHbIX MH(EeKLNI 1MLaM, OKa3biBaloWUM MeANLNHCKYIO MOMOLLb.

2. Mpn3HaTb yTpaTMBLUUM CUay Npuka3 MnHnCTepCTBa 34paBooxpaHeHns Poccminckon ®epepaunm ot 9
aHBaps 2018 r. Ne 1H "06 yTBEpXAEHMM TpeboBaHMN K KOMMNAEKTAL MM IEKapPCTBEHHLIMW NpenapaTaMm u
MeLMNLMHCKMMUN N3LEeNNAMUN YKNIaOKN IKCTPEHHON NPOUIaKTUKN NapeHTepasbHbIX MHGEKLUA A5
OKa3aHWs NepBMYHON MeONKO-CAHUTApPHON NOMOLLW, CKOPOA MegMNLIMHCKON MOMOLLK, CNeumann3mpoBaHHOMN
MeLMLMHCKON NOMOLLM 1 NaNANAaTUBHON MeANLMHCKON noMoLn” (3aperncTpuposaH MUHMCTEPCTBOM
tocTuuum Poccuinckon ®enepaunn 12 mapta 2018 r., peructpaunoHHbin Ne 50291).

3. HacToawmn nprkas BCTynaeT B cuny ¢ 1 ceHTabpsa 2025 r. n pencteyet Ao 1 ceHtabps 2031 r.

M.A.Mypaluko

YTBepxaeHsl

nprKa3oM MUHNCTEPCTBA 34PaBOOXPAHEHUS
Poccuiickon ®epepalimm

oT 11 anpensa 2025 r. Ne 189H

Tpe6OBava K KOMMAeKTauunn yknagkmn onsa okadaHuA I'IepBOI7I noMoLwin ¢ npuMmeHeHneMm MeoNLUMNHCKNX
n3genni un NNEKAPCTBEHHbIX NMpenapaToB A4 I'IpO(bVIJ'IaKTI/IKI/I NnapeHTepasibHbIX I/IHCDGKLI,I/II;I nuam,
OKa3blBatolWnMM MeaNUNHCKY0 NMOMOLLb

1. Yknagka pnis okasaHus ﬂepBOI7I nomowin C npuMeHeHneMm MeanunHCKnX n3nenvm n NeKapCTBEHHbIX
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npenapaToB Aas NpouaakTUKN NapeHTepasbHbIX UHGEKUUA AnLaM, OKa3blBaOWMM MeaNLINHCKYIO
NMoMoOLLb (fanee - yknalka), KOMMJeKTyeTCa caefyiowmMm MeguUMHCKUMN N3OENNAMN:

Ne n/n

Kop Bnaa MeauuUMHCKOro M34enunst B COOTBETCTBUM C HOMEHKNATYPHOWN KnacCuukaumen MeanumnHCKmnx
n3genun 1

HavmeHoBaHMe BnAa MeanLMHCKOrO U3aenns B COOTBETCTBMM C HOMEHKIATYPHON KnaccuguKkaumen
MeONLUHCKUX U3aenni

HavmeHoBaHMe MeauLMHCKOro nsgenms

Tpebyemoe KONM4eCTBO (He MeHee)

1.1150140Pyn0oH MapneBbli TKaHbINA, CTEPUbHBIN
BVHT MapieBbIl MEAULUMHCKNIA CTEPUIIbHBIA (HEe MeHee 5 M x 10 cm)
2 WT.

1.2142270/1eiikonnacTbipb 415 KOXHbIX NMOKPOBOB, aHTUOaKTepMabHbI
JNlenkonnacTblipb BaKTEPULMAHBIA Pa3MepoM He MeHee 1,9 x 7,2 cM
3 wr.

1.3223580CanteTka MapJieBas TKaHas

CandeTkn MegMLUNHCKNe CTepusibHble pa3MepoM He MeHee 16 x 13 cm Ne 10
2 ynak.

302910CandeTka HeTKaHas

1 MNpwrka3 MuHUCTEpCTBa 34paBooxpaHeHus Poccuinckon ®epepaunm ot 6 nioHsa 2012 r. Ne 44 "06
YTBEPXAEHUN HOMEHKIATYPHOW KNaccuurkaumm MeauUMHCKUX n3gennin” (3apermctpuposaH
MuHucTepcTBoM tocTULMK Poccminckon depepauun 9 nona 2012 r., pernctpaunoHHbin Ne 24852) ¢
N3MEHEHUSMW, BHECEHHbIMU NPUKa3amMm MHUCTEPCTBa 34paBooxpaHeHmsa Poccninckon degepaunn ot 25
ceHTa6pa 2014 r. Ne 557H (3apernctpmpoBaH MnHUCTEpPCTBOM toCTML MM Poccuinckon Gepepaumum 17
nekabps 2014 r., pernctpaunoHHbiin Ne 35201) v oT 7 nions 2020 r. Ne 686H (3apeructpuposaH
MuHmncTepcTBOM tocTuumm Poccuinckon ®epepaumm 10 aBrycta 2020 r., pernctpaunoHHbin Ne 59225).

2. YKnajka KOMMaeKTyeTcs cliefyoWwmnumMmn NekapCTBeHHbIMKU nNpenapaTtaMum 4S8 MeAULUHCKOro
NpYMeHEeHNs:

Ne

n/nKog ATX

AHaTOMO-TepaneBTUYECKO-XMMUYECcKasn Knaccupukaumns 1ekapcTBeHHOro npenapaTa
dapMako-TepaneBTMYecKas rpynna

MexxgyHapoAHoe HenaTeHTOBaHHOE HaMMeHOBaHMe IeKapCTBEHHOMO npenapaTta
JlekapcTBeHHas hopmallo3npoBka

Tpebyemoe Konn4ecTBo (He MeHee)

2.1D08AGO03MogAHTMCENTUKM 1 Ae3nHbULMpYIoLMe cpeacTBa; npenapaThl nogallon+[Kanus
noama+3TaHon]PacTBop ANF HAPYXXHOro NpUMeHeHnsa cnMpToBon5%10 mn
2.2D08BAX083TaHONAHTUCENTMYECKOE CPeACTBOITAHOMPACTBOP AN HApYyXHOro npumeHeHns70%100 mn
DOBACO2XnoprekCUaNHAHTUCENTUKN U Ae3nHPUUMpyoLwmne cpeacTsa; buryaHmabl n
aMUAMHbIXNOpreKcuanHPacTBop 4518 HapyXHOro npumMeHeHns cnnptosoin0,5%100 mn

3. Kosim4yecTBO IeKapCTBEHHBIX NMPenapaToB 419 MEANLMHCKOrO MPUMEHEHNS, KOTOPLIMU KOMMJIEKTYETCS
yKNlagKa, YKa3zaHHbIX B MYHKTE 2 HAaCTOALWMX TpeboBaHUI, AOKHO BbITb HE MeHee 04HOW NepBUYHON
YNakKOBKM U BTOPMYHON (MOTpebnTenbCKon) yNnakoBKM JIEKAPCTBEHHOrO npenapaTta 4Jd MeguLUnHCKOro
npuMeHeHund 6e3 n3baATuA NHCTPYKUWUW MO MeaANUNHCKOMY NMPUMEHEHWNIO 1IeKapCTBEHHOI 0 nNpenapaTa.
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4. Mpun KOMNJIeKTauumn yknagku fornyckaeTcsa KoOMaeKTauus ogHoro MeauuUmnHCKoro n3gennsa n3 yucna
BKJIIOYEHHbIX B NOANYHKT 1.3 nyHKTa 1 HacTosAwmx TpeboBaHMM 1 0[HOr0 NeKapCTBEHHOMO NpenapaTa ANs
MeLMLMHCKOr0 NPYMEHEHUS U3 Y1UC1a BKIIIOYEHHbIX B MOAMYHKT 2.2 NyHKTa 2 HacTosAwmux TpeboBaHun.

B cnyyae KOMNneKTauum YyKNagky iekapCTBeHHbIM NpenapaTom Aad MeauUUHCKOro NpUMeHeHuns ¢
MeXAYHapOo4HbIM HenaTeHTOBaHHbIM HauMeHoBaHMeM "XnoprekCanH" cogep)xaHme 3TUA0BOro cnupTa B
YKa3aHHOM JIEKapCTBEHHOM MnpenapaTte A0JKHO cocTaBnsATb 70%.

5. Yknafka nognexuT KoMaekTauum MeauunHCKUMy U3genmsaMu, 3aperucTpMpoBaHHbIMU B COOTBETCTBUN
¢ MpaBrnamu perucTpauny u s3KkcnepTr3bl 6e30MacHOCTH, KavyecTBa U 3PHEKTUBHOCTN MEAULNHCKIX
nsgenni, yreepxaeHHoiMu PeweHnem CoBeTa EBpasninCKom 3KOHOMMYECKOW KoMUCCHK oT 12 cheBpans
2016 r. Ne 46 (odhmumanbHbI CanT EBpa3ninckoro aKOHOMUYeCKoro coto3a http://www.eaeunion.org/, 12
nmions 2016 r.) 2, nam NpasBunamm rocyaapCTBEHHOW pPerncTpauum MeauLnHCKUX n3genunn,
yTBEPXXAEHHbIMU NOCTaHoBeHeM MpaBuTenscTBa Poccuinckon depepauun oT 30 HOs6pa 2024 r. Ne 1684,
KoTopble AencTByoT A0 31 nekabps 2026 r., nam ocobeHHOCTAIMU 0bpalleHns MeaNLIMHCKUX U3aenuni, B
TOM YuCJie roCyapCTBEHHOW pernctpauumn cepmum (napTnm) MeguLMHCKOro nsgenus, yTeepXX4eHHbiMu
noctaHoBneHneM MpasmTenbcTBa Poccunckon ®epepaumm ot 3 anpens 2020 r. Ne 430, KoTopble
aencTeytoT fo 1 aHeapsa 2028 r., nnm ocobeHHocTsAMM obpalleHns, BKYas 0CobeHHOCTH
rocyLapCTBEHHON perncrpauumn, MeaULUHCKUX U3LEeNIMA B Cy4vae ux feekTypbl UM pucka
BO3HWKHOBEHWSA AedeKTypbl B CBA3M C BBEAEHWEM B OTHOLeHWM Poccuninckon ®epepaumm
OrpaHNYMTeSIbHbIX Mep 3KOHOMNYECKOro XapakTepa, YTBepPXAeHHbIMW NoCcTaHoBIeHeM [paBuTeNbCTBa
Poccninckon ®epepaunn ot 1 anpens 2022 r. Ne 552, KoTopble 4encTBYOT A0 1 aHBapsa 2028 r.

6. YKnagka nognexunT KoOMMNiaeKTauMm neKapCTBEHHbIMM NpenapaTaMy A1 MeQuLMHCKOro npuMeHeHus,
3apernucTpupoBaHHbLIMU B COOTBETCTBUM C [paBuiamMun perncTpauum n 3KCnepTu3bl 1eKapCTBEHHbIX
CPefCTB AN MEAULMHCKOro NPUMeEHeHNs, YyTBepXXAeHHbIMN Pewernnem CoseTa EBpa3minckon
9KOHOMUYECKOW KoMuccum oT 3 Hoabps 2016 r. Ne 78 "O MpaBunax perncTpaumny n 3KCnepTusbl
JIEKapCTBEHHbIX CPEACTB AN MEANLIMHCKOrO nNpuMeHeHmna" (ouumanbHbIn canT EBpasninckoro
9KOHOMUYECKOoro cotosa http://www.eaeunion.org/, 21 Hoabps 2016 r.) 3 nnu GegepanbHbIM 3aKOHOM OT 12
anpend 2010 r. Ne 61-®3 "O6 obpalueHnn nekapcTBeHHbIX cpeacTs”, nan ocobeHHocTAMY obpalleHns
JleKapCTBEHHbIX NpenapaToB Ans MeauLUHCKOr0 NPUMEHEHUS, KOTopble NpedHasHavyeHbl 419 NPpUMeHeHUs
B YC/IOBUSIX Y PO3bl BO3HNKHOBEHUS, BOSHUKHOBEHUS U IMKBUAALMUN YPE3BbIYANHON CUTYyaLUn N ANs
opraHu3auny oKasaHns MefuLMHCKON NOMOLLM iMlaM, NoCTpafaBLUMM B pe3yibTaTe Ype3BblYanHbIX
CUTYauun, npefynpexxaeHus YpespblyaHbIX CUTYaLNiA, NPOMUNAKTUKNA 1 neveHns 3abonesaHui,
NpeacTaBNSAIoWLMX ONACHOCTb AN OKpYXKatoLwux, 3abonesaHunin 1 nopaxxeHui, nosy4eHHbIX B pesybTaTe
BO34EeNCTBUA HEBNAronpuATHLIX XMMUYECKNX, BUONOrM4yecknx, paanaunoHHbIX PaKTOPOB, YTBEPKAEHHLIMU
noctaHoBneHueM MpasuTtenscTea Poccunckon depepauum ot 3 anpensa 2020 r. Ne 441, koTopble
nencTeytoT fo 1 sHeapsa 2028 r., nam ocobeHHoCTAMM obpalleHns IeKapCTBEHHbIX CPEACTB As
MeANLUNHCKOro NPpUMeHeHNs B Clydae fedeKTypbl UM pUCcKa BO3SHUKHOBEHNS LeeKTypbl 1eKapCTBEHHbIX
npenapaToB B CBA3U C BBEAEHMEM B OTHOLeHMN Poccuiickon ®efepaLmm orpaHnymTesbHbIX Mep
3KOHOMMYECKOro XxapakTepa, yTBep)XXAeHHbIMW NocTaHoBieHneM lMpasuTenscTBa Poccunckon ®enepaumm
oT 5 anpens 2022 r. Ne 593, KoTOpblEe AenCTBYIOT A0 31 nekabps 2027 r.

2 C n3MeHeHusMU, BHeCeHHbIMK PelieHnsmu CoeTa EBpa3ninCKon 3KOHOMUYECKOW KoMuccum ot 24
nekabpsi 2021 r. Ne 144, o1 19 mas 2022 r. Ne 84, o1 30 mapTa 2023 r. Ne 50. BcTtynuno B cuny ans
Poccuinckon ®epepaumm 6 mas 2017 r. fsnsetca obszaTensHbIM ana Poccuinckon ®epepaunm B
COOTBETCTBMM C [loroBOpoM 0 EBpa3nnckom sKkoHOMMYeCcKoM coto3e oT 29 masa 2014 r., paTuduupoBaHHbIM
®epepanbHbIM 3aKOHOM OT 3 okTA6psa 2014 r. Ne 279-3 "O paTudukaunm Jorosopa o EBpasminckom
3KOHOMUYECcKoM coto3ze". BcTynun B cuny ana Poccuinckon ®epepauuu ¢ 1 aHaps 2015 r.

3 C n3MeHeHnsiMu, BHeCEHHbIMK PewweHnsamm CoBeTa EBPa3nMinCKoONn 3KOHOMUYECKON KOMUCCUN OT 14 nioHS
2018 r. Ne 55, ot 30 aHBapa 2020 r. Ne 9, oT 23 pekabpsa 2020 r. Ne 128, o1 5 mapTa 2021 r. Ne 14, oT 23
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anpens 2021 r. Ne 34, ot 17 mapTta 2022 r. Ne 36, 0T 23 ceHTab6ps 2022 r. Ne 141, o1 22 masi 2023 r. Ne 60,
0T 20 okTA6ps 2023 r. Ne 114, oT 29 Man 2024 r. Ne 43. Bctynuno B cuny ans Poccuiickon ®epepaumm 6
maa 2017 r. AenseTcs obsa3aTenbHbIM 4na Poccuinckon ®efepalmm B COOTBETCTBMM C [JOrOBOPOM O
EBpa3nnCcKoM 3KOHOMMYECKOM coto3e oT 29 mas 2014 r., paTudunumpoBaHHeiM degepanbHbIM 3aKOHOM OT 3
oKkTA6ps 2014 r. Ne 279-03 "O paTudmkaumm orosopa o EBpa3ninckoM 3kOHOMMYECKOM coto3e". BcTynun B
cuny ansa Poccninckon ®eapepaunn ¢ 1 aHBaps 2015 r.
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